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DEPARTMENT QF HEALTH ANB HUMAN SERVICES APPLICATION FOR A VARIANCE |Fom w;w: OMB No. ﬁg‘;&zﬁ
Puniic tigah Servce FROM 21 CFR 1040.11{c) FOR A Expiratian Dat: Novermoer 20,
Fooa ang Drug Adminigwaion See Page 4 for OMB Stmemant.
LASER ULIGHT SHOW, DISPLAY, |Sockernonser
OR DEWVICE 008 V- Os 1 SHARI
NOTE: No 4ser ight show, projecupn system, o device may vary from comphance with 21 CFR 1040,11{c) 1n design of uss wihout afopprovid of ths
apelcalen in accordancs win 21 CFR 10104
INSTRUCTIONS
1. Chack 8i} 8ppiicanie bazas BAA type of primt s 3. Mail you! appiicaion to tw Dackets Manegsment Brancn (MFA-3QS5), Food and
requasiad Drug Admimstranen, Rm 1081, 5830 Fishers Lane, Recionile, MO 20852,
2. S<omil an ongings end four (4) caples. <, Ervar cocket nurmber If aasignes.
1. WE OF COMPANY
4 " - C -
2 ADDRESS g MPAN\' (lndude %g Ca!e)(lfga Ea: W WJEOU, inGlvde achval Slreal BEsrass S50 )
: % Q Liadd=1. 8 £ AN HEL #’S y. 550 ]
3. D TITLE OF RESPONE(B v.g RN O ) TELEPHONE NG (ircnde aras cade 5 DATE OF SUBMISSION
7, 5 H
U/Mf '1‘ ’1 ‘/A , - q‘
6 THE APPLICANT REGUESTS THE VARIANCE TO BE m PFECY FOR A PERIQD OF y YEARS FROM THE DATE OF ISSUE. (in
gsﬂ:ral e AgENcy wiil approve a vanancd for only twa yuars. 1) g langer pancd is reguesed, 3 pstlicalion muss 08 amecnad as pan of e applcaion j
mumuescmmonmuusa ‘ e
a LlsT NAME ANDIOE MOPEL NHMBER(S) FOR THE LASER SIGHT BMO BHDW =) AND Bt
“"%/ aa WHICH & vmmc& s F - - % 124 ANY ONE mu‘rrow
O A iaser cizplay quvice ‘wore than 1S goys
1 apmsieeiar for 8 wser ligm show 7 Morahan S But not mofe than 15 dayx
E(l‘::ar AL show X Less han S days .
1 Other (Spectfy) g TOUR 1S INTENDED TO RUN FOR e
¢. {J PROJECTORS ARE INTENDED FOR BALE, LEASE OR LOAN TO Mare tan § mopins -
OTHER LASER LIGHT SHOW PRODUCERS 1-6 manmns -
4 PRODUCT IS INTENDED FOR USE IN A 1™} Less man one menm -
| ) Planetanum or oinet GoMe prajachon spuciuia Not apphcacie [NSf 8 Tour) .
¥ Ynamer ) Other (Specity) o
i Hotelmowmi palrsom or maating resm h PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
[J Stre aispiays X1 Front scresh prejactions N
JE) Trasas snow or convenon X Rear screen projectians =,
Discotheque or night <iud J Molographic awpityn iR
Pavilion ~ A Mutipis reflaction/afirsction eftacs =
)@ 1N4eor drema L Autence scanning (RSO Incluoes scannng My umsswa
Oultoor arens uncantroliod arexs) .
1 Museum Raflecuons Irom smoanafy miters or rurared
[J Ouatear unenciouec ares Suftaces (Basm Matrices)
) omer (Speehy). — i Swennary iradianon of rnng mior balls, ew.
8. PRODUET IS INTENDED TO 8E USED W] Seanning sraoipuon of ro1aUNg muver balls, e1e.
* a1 only one (Faced) locanon [ Foer omic propctiana
;d At 3 vanely of {Tour) lacAlons X Pog. mmeie, of niner scattanng anhancement affects
'] Cter (Speery) R 1. Other (Specify)_ ... . ]
&-—'- . _ _LAS!R RADIATION LEVELS i .
LASER MEDIUM (Ar. Hao-Ne, arc) = WAVE LENGTHS (n7n) . PEAK POWER (wary) o
ZOW KASER - Arks Y7¢-674 pm EATTS ]
| | .
9. 1F ANT LASER RADIATION (8 Pu R $ﬁ§5 EIVE THE PULSE DURATION ARD RATE AND ECANNING FREGUBNCY AND AMPLITUDE
(EVERAL Lpwrive AUTETTE RAJ=500gset. PWRsE DK =
SCAMWERS SCPUNIAG FRom (OKTo P K EP.S.
0, REASON FOR REQUESTING VARIANCE
{71 Compnance witn te imits ot 21 CFR 1060.11(c) would reatrey e inlendas use of M pramuct bacouse campliance would
it the: utpul power 1w the eaent that 1he duiradetfammummt =2 oy visibla
Qmer of 3adidonatl explanwian (Specily, 6’
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Mar-D3=04 12:58 From= T-862 P.03/D4 F-832
11. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD

ﬂ Jt1s propaie & ceviate from Ma pravisions of 21 CFR 1040.11(2) m M3t Me sccessible emEson level would e1ceeg me
peoesadie erussion imig apesified m 21 CFR 1040, 11(¢c).

[ nis proposad o devials from tha proviaans of 21 CFR 1840.11(c} 8s faliows;

12. ADVANTAGES TO BE OERIVED FROM SUCH DEVIATIGN

Lazer light ahows and displays Bre Aeeapion popular MEAis In eNeNAiNMENT and Te aNNs Use of pawer lgvalk in 6xCess
of the imits impasan by 21 CFR 1040 11(c) Is necessary 10 acnieve e required eftecss in thega media

[ Omer or aadivonal aowantages (SRS Snd BIPEIT),

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Chock s many basas ax apply. In imwn 14 "Remarxs,”

Jjustify any Boxes nol checked. using aaditkonal Shools as necassary Stale any amner means of radiation protsciion hal will be used.)

2 IR Axiaser procucts, Sysiems, shows, 81K projectons will be cenified 1© camply with 21 CFR 1048 10 and e congmons of this vananca and will
B reponad as requued by 21 CFR 1002.10 AND 1002.11 uning 1ho TOPONIngG guwidas Praviged for suth puTRoEs. Thess acu0ns will De
ACCOMPIGHOs pNOr © By NITASUON NG EaTUNErce

p. )ﬁ Effects not specifically inalcated i jhis varlance apphoaton will not be performed. No omer affects will pe addes unti 2n amendment o the
Vananca has teen GUTENed @nd 1M rEQuires MpONs oF SUpPEMments, 8S APPIGADIe Nave DUUN SuUDMIBaS.

& L Scanming. projecbon, of reflecuon of iaser and coiateral radiakion (LIgnt 3now ragdidlion) v 3utriss O Ciur SCCRSEIIE LNEONDDNEN Brens
will 9l BE PONTINGE OXELP! 10r JIMUAS FRMHSURNS PrOGUEHS Oy e AIMephuM, budeu diMosphanc Scanunng Mg, BNO Wpet screensy.

d. HLaualrad.aﬁon levels in excess of the miks of Clasgs | will not De penmiad at any pointJass Man 3.0 meters abovd any Surface upon which
parions omer than operators, performers, or employees &re pEMMINSd 1o Stand or 2 S metars haiow oF in ikeral Separaton from any place
whnere Huch parsans are porminad 1 b  Operators, perfarmers. and smployaas will not be requirad or gliowed 1o view ragialion apove the
hregts of Class @ or ba exposed Io radisbon 2puws T hmits spacified m 271 CFR 1040 11(c)

e.ﬂ Any pragurt which (it Sn SC3NMNG I9 MERL ISCESS, SXPOSULe, OF Praduct CIESs Imis will incorporals a scanning Safeguarnd system which
GrraCily gansas ISARNSr Mation ahg wnlch will MACt Tas! endugh 10 placiude escauding the Bppiicaie limi.

f. & All lapar Iight shows SNall 96 wnder e direst and persendl contra! of rneg, competnd operator(s). The aperakor(s) wil:
(1) Bs an empinyes o Me varlancs halder who will be responsdie for the ranng ans e condixt of Me operator
{2) Be Iocama where alt Seam pams can be direcuy abseived al Al Umes, and

{3) immesiataly terminate 1o erEESIEN of gt 5how rasation in tho ovon of eny unsafe condivon, or, for GUIIEOY 3hows, UPON requUest
by any ar traffic convrol officals.

2. Tne maxmum laser projecror oulput power will not excoed tha vel rRquiraq 1 ablain Ing manded offects

n ﬂ The projection systam (/.e., the prqecior snd &/l ather components ksed ta praduce INY hghting sfiects) will bn securely MELMad or
MO ® pravant unintandad meviemant or mesahgnment. Beam masking will be pravided 45 an wherent part of e sysiaim design o
prevent overfiling of scroans, Deamn skops, 1argets, ste,

L. n Laser projediors will nal be galivarrd o any oiher panty urider an agregment of sake, luase. Br inan wniess ang unt the recprent camonsirares
At Ihey Rpva 3 sariancs tin gifec: «t thg tenis &f Quiivery Mot poMiD them 10 produag Eaar Gt ahows Incarporating such projedor(s)

i in addibon o the requiremants of 21 CFR 1040.10(h), e manuiacurer of laser projeciors/sysiems will proviae 10 paries wno purcnase, Ease,
OF O Ow (N 8QuiDMOont, Sdequats usars' INSirucuons for safe nsktion and apemtioh which explain the re sipinty of the recipent a6 an
Ingependent Lt shiow manuturture? b Submil e requiren repartd and agply 1o and oblain ¥ vanance from CDRM pror 9 NYOOLCION 1Mo
commerce of Bhy iaser ight Shows

k%'ﬂ’te roquiramans of 21 CFR 1002.30(a)X1) ena (2) will be accomplished Nough tho ysa of wmten proceduras for sewd. allgnmant, sasling,

ang parformance of each show. These procedures wilf be in sufficisnt de@ad o ensure comphance win 21 CFR 1140 10, the conarions of this
vanance, ano e coninl of Scaess 10 recidtion areas using Me procaduies dwscrded in Ihe ANSIZ136.1 standard for e safe vse of [Bsers
(Amenrican Nations! Standuras Institule, 1430 Braamagy, New York, NY 10018 oF any sIher equivalont user condensvs SIancerg andd. when
apphcabls, siate or locs) requirements. Laser radmion areas which can covkiin racishon levels above the linms spacriied in 21 CFR 1040 11{c)
wall Ba Claarly aniifiud Dy the poniing of wirming $ans ANG/Or rESINCENG accass UVough pRySEEl MAANS (SWeh SV prassiui Kedfichas, pRow
colis, darncrs, guarts, elz.). Thass requiraments apply 10 teMpOTary areas (Such as Suhng Sel up and augrman: pracedvras] and w final or
polfrunent aress The variance boidar wall rotam the resords of Mase procadures Bnd the rEEUIE of all 1eNLs as mauifed Dy 21 CFR 100237 A
copy of M vanance spplication. The approvel OB, cuen proceayres, and fecords relating (o sach panicuiar Snovw will be with the operator
or etner respongibla individual and will e made availubiy for nspection by FRA AN oMer MSpansibe authanles
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1. [ Agvanca wten, nGificalion will he ade 83 eanly 38 podaidie 0 approphisla facersi. sliie, und lachl authoritas proviting 3o tineTary with
falns and CAbSHin CATly 9N comipietely dentfied, ana a base descnpton of the propesed effecs intiuding 3 sYammem of the MExAMUM
POWET QUDUE INEancey. Such nauficatans wil e made, Pt Nol necassanly B LM,

() The Center for Devicess and Radiclogical Heam, Qffice of Complisnce (HFZ-342), 2088 Gathel Roa, Ruckwiie, MD 20850, praviding me
MM Gnd closing dates for lixod nyBiStions ang M dinerury or modils ShDws, N a8 ton. uniess al pspects of each show havd pean
reported and acoxsion numBers clearly referencedq, each netice will inciude detailed desariphons of eRch show ang a fisting of all effects 1
be porfarmed 11 sutficleont delall 10 senfinm complancd with 1he EELINLONE Bha By VANANGA,

{2) The Federal Aviauan Agminigravon (FAR) for any projections inm open ot any MNE (L2, iNchoing $6] up. JbgNment, rENBAIRNIS,
beffapmances, e} If tna FAA ohieess A any laser affects, e objections wil Be rexeivad and Bny condilians raquested ay FAA will R
adhered 1. If maesa congminns cannor e met, e chjeclionabls wii e delelen from the show

{3) Swie ana local radiatnn cantrel offices/agencies Tor ail shows o be periormed watha thar unsdictions. All requirements of s\t and local
o wiff by Sausfied and any objockons raised Dy ocal autharities will ba rescived or the effects Qeieted (A As! of Todava/ and SBTe officas @
Aviiigeia fram the Canter lor Davicos and Rapslagical Mesnn wpon reguedt.)

14. REMARKS

CERTIFICATION ] ]

| CERTIFY that au of the ghove informadan and skuterments sre Uue. compins, and comict 1o the past of My nowladge BNd SOATWIedge Mal
My vanancs applicauon rmuy Bo dunied Or My VBNGNLY May PO reveked I this eppisaton is found w de Bisd, MIWSAING oF NCBeS M ANy
malerial way, | have sudbmiliae and wall SUbMt @ repons ruquren by 27 CFR 1002.10 ang 10D2.11 an me laser equipmeant sngd show(s). |
rner ungerstand that | may be requited Sy reguiation ar by e Director, Contar for Devices and Ragiclogisal Moalth. (o upply Buen omer
information gs Ba pocasadry W evalubie and act on ins apphtawon,

15 SIGNATUREZ . 16 NAME (Fype or Prini) V7. YITLE

-, = . — Eu.uo‘sg. &W(ﬂ% « C.
‘ Wc&’ rPRTTHEL - Deyp/ O/

Fo;ﬁ FDA 3147 (12/00) PAGE 3 OF 4 PAGES
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FDA/CORH OFFICE OF COMPLIANCE
DIVISION OF ENFORCEMENT B

Electronic Products Branch
2098 Gaicther Road, Rockyville, MD 20850

FACSIMILE TRANSMISSION SHEET
(301) 594-4672 FAX NUMBER

(301) 594-4654 TELEPHONE

TO: a_“wg?v L-,A.A-Q:.A— b‘(\\ B
FAX NUMBER: 3¢t - ¥21- 6§70

FROM: VA o, WWaekeot—

SUBJECT: LS UMW
oATE: 2/3/0 ex D llireas (Garaletivios

Nuraber of pages: Coversheet + 3

Confirmacdion Number: (301) 594-4654

00 o &Awﬂ@%w
jVS S y - S 40 Acea Son,

Rt -

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
APPLICABLE LAW. IF YOU ARE NOT THE ADDRESSEE, OR A PERSON AUTHORIZED TO DELIVER THE
DOCUMENT TO THE ADDRESSEE, YOU ARE HEREBY NOTIFIED THAT ANY REVIEW, DISCLOSURE,
DISSEMINATION, COPYING, OR OTHER ACTION BASED ON THE CONTENT OF THIS COMMUNICATION {S NOT
AUTHORIZED. IF YOU HAVE RECEIVED THIS DOCUMENT IN ERROR, PLEASE IMMEDIATELY NOTIFY US BY
TELEFHONE AND RETURN IT TO Us AT THE ABOVE ADDRESS BY Mall. THANK TOU.



